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Background: Cognitive behavioural therapy (CBT) is recommended for the treatment of depression and anxiety.
However, access is limited. Low-intensity approaches such as guided CBT self-help (bibliotherapy) can increase
access to treatment and is recommended by UK guidelines. No previous research has explored the provision of
group-based guidance/support for a bibliotherapy approach for depression and anxiety in community settings. The
objective was to carry out a pilot study of a group guided self-help intervention, using community based
recruitment methods.
Method: A randomised controlled trial comparing an 8 week CBT group guided self-help intervention to usual care.
Recruitment and the delivery of the intervention were carried out in Glasgow and Derry/Londonderry in partnership
with national depression charities. Fifty-three people were randomised, however we refer only to the forty-six
participants who provided baseline data: 16 males and 30 females, aged 16 or over, with a PHQ-9 score of ≥ 5, were
recruited from the community. The mean age of the sample was 43.7 (sd = 13) and 93.5% of participants had
suffered from low mood for a year or more.
Results: There was effective recruitment, randomisation, uptake and adherence with 21 Immediate Access (IA) and
25 Delayed Access Control (DAC) participants. The intervention was highly acceptable to participants attending on
average 4.46 of the 8 sessions (sd 3.06), 65.2% attended more than half of all sessions. The mean satisfaction on the
Client Satisfaction Questionnaire was 28 out of 32 (sd 4.8). The provisional results in the pilot suggest the
intervention may improve both anxiety and depression. At three months, data collection was achieved from 74% of
participants. The trial successfully provided estimates of the sample size needed for the future planned trial.
Conclusions: Low-intensity group-based classes may offer an alternative method of managing depression and
anxiety and warrant further research.
Trial registration: Current Controlled Trials ISRCTN84893887. Registered 3 November 2011.
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The National Institute for Health and Care Excellence
(NICE) states that Cognitive Behavioural Therapy (CBT)
should be offered to people with moderately low mood
[1]. CBT has been effective in reducing depressive symp-
toms within primary care [2], however, it remains diffi-
cult to provide high intensity specialist CBT therapy due
to the large volume of patients with depression and, as a
result, waiting lists are long. An alternative is to supple-
ment high-intensity delivery with low intensity CBT [3].
This can be successfully achieved by utilising a guided
self-help approach [4,5].
In the UK, low intensity interventions are recom-
mended for many ‘common mental health problems’ [1]
as a first step in a stepped care treatment model [6] in
which patients receive the least restrictive treatment
available and progress is continually monitored and
adapted if necessary. Treatment options range from self-
help (bibliotherapy or computerised resources) with
guidance via email, telephone, face to face, group inter-
ventions and individual specialist therapy. One of the
aims of the stepped care model is to reduce waiting lists
for individual therapy and increase the capacity and effi-
ciency of services [6]. This approach is utilised in the In-
creasing Access to Psychological Treatment (IAPT)
government programme across England which was in-
troduced due to the commitment to widening access to
psychological therapies for mental health problems such
as depression, anxiety and eating disorders.
Usually those using guided CBT self-help for depres-
sion are recommended to receive one to one support
[1]. However, although low intensity in format, this ap-
proach still utilises one to one contact by phone or face
to face and can result in delays. A potentially higher cap-
acity approach would be to deliver CBT self-help with
guidance and support within a group/class based setting.
Group based support means that 10–15 people can be
supported in a relatively short space of time, during a
1.5 hour session for example. If support was delivered
on a one to one basis, only 4 people could be supported
in this time (based on 20–30 minutes per person), using
up greater resources (therapist/support worker’s time,
therapy rooms etc.). Therefore, class based guided self-
help has the potential to increase capacity and reduce
waiting times.
This approach differs significantly from the delivery of
traditional CBT groups such as The Coping With De-
pression (CWD) Course [7] which usually have incorpo-
rated high intensity content, delivered by CBT experts.
In contrast, integral to the low intensity model is that
non-expert practitioners can support the use of the ma-
terials by the person with depression. The idea is that
the bibliotherapy materials themselves deliver the CBT
content [8]. Although some work has been done in thisarea with single session stand-alone confidence classes
[9] for depression, and for anxiety [10], no studies, we
are aware of, have used classes as a medium of guid-
ance/support for low intensity, bibliotherapy-based CBT
life skills programmes aimed at depression.
Finally, there has been debate about how best to re-
cruit people with depression into services. It has long
been known that there is a significant treatment-gap
where over half of those people with diagnosable depres-
sion fail to present to health care services for support
[11]. Service delivery that encourages self-referral has
shown significant benefits and more accurately reflects
the demographic profile of the local community [12].
The support and guidance is important and improves
outcomes of bibliotherapy for depression [13] and is rec-
ommended by NICE. Supporters do not need to be men-
tal health experts so support can be delivered in
community settings and with a non-health service label
[13].
We, therefore, aimed to test our ability to recruit using
self-referral from community settings, to describe the
population recruited, and then test the delivery of such a
course, supported by group facilitators provided by two
national charities. The findings will inform a future sub-
stantive RCT of the intervention [14] and aid the deliv-
ery of the course in community settings.
Methods
Design
This study was a multi-centre, parallel; two-arm pilot
randomised controlled trial with 50:50 ratio across the
two groups. The study assessed immediate access group
(IA) to an 8-week community-based life skills course for
depression and anxiety versus a delayed access control
(DAC) group which received the intervention approxi-
mately 14 weeks after randomisation. Classes were deliv-
ered within the voluntary sector in two countries within
community settings.
Recruitment and participants
The aim was to recruit up to 50 participants. This num-
ber is in keeping with the widely accepted sample size of
30–50 participants for pilot studies [15-17]. On a prac-
tical level, we aimed to recruit enough participants to fill
4 classes (2 IA and 2 DAC groups of 12). This sample
was expected to be sufficient to identify any problems of
recruitment, delivery of the intervention and evaluation
measures.
Multiple recruitment methods were employed in the
study. Potential participants were recruited via the web-
sites, phone lines, newsletters and waiting lists from two
national charities for depression (i) the Scotland based
charity, Action on Depression, and (ii) AWARE Defeat
Depression in Derry/Londonderry, Northern Ireland.
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local newspapers (e.g. Metro) and posters in community
locations such as cafes. No participants were recruited
directly from the UK National Health Service (NHS).
Individuals were included in the study if they were
16 years old or more, had at least mild depressive symp-
toms identified by a minimum score of 5 on the Patient
Health Questionnaire (PHQ-9) [18], and gave consent to
take part. Participants were excluded if they could not
read, speak and understand English, if they did not con-
sent to abide by normal social etiquette within the clas-
ses and/or if their score on the PHQ-9 was below 5. As
the study was a pilot study, we felt that we should not
exclude individuals based on changes in antidepressant
medication or participation in psychotherapeutic inter-
vention, therefore, these variables were not included in
the exclusion criteria but were recorded to better de-
scribe the sample.
Procedure and randomisation
Baseline measures were collected from eligible partici-
pants two weeks prior to the beginning of the first
course. Participants were then remotely randomised to
either the IA or DAC group. Randomisation was carried
out by the Robertson Centre for Biostatistics at the
University of Glasgow, part of the Glasgow Clinical Trials
Unit, by staff not in direct contact with participants, and
who did not carry out the final analysis. As part of the ran-
domisation process, participants were stratified based on
three criteria 1. Age: Older than 40/Younger than 40, 2.
Gender: Male/Female, 3. Use of antidepressant medica-
tion: Taking antidepressants/Not taking anti-depressants,
in order to aid equal distribution of these factors across
the two groups.
Following randomisation, participants were informed
of the group they had been assigned to (IA or DAC) and
told the date and time of their first class. The IA group
attended the classes 2 weeks post-baseline and the DAC
group’s course started approximately 14 weeks post-
baseline.
Intervention
The ‘Living Life to the Full’ classes are based on the
principles of CBT and teach life skills, covering various
topics relating to depression and anxiety [19]. Partici-
pants were invited to attend eight 90-minute weekly
classes which were held across the two sites (Glasgow
and Derry/Londonderry) in community buildings such
as libraries. Each class focused on a different common
problem faced by people when they feel low or anxious.
The course content included the following topics: Week
1- Why do I feel so bad?; Week 2- I can't be bothered
doing anything; Week 3- Why does everything always go
wrong?; Week 4- I'm not good enough; Week 5- How tofix almost everything; Week 6- The things you do that
mess you up; Week 7- Are you strong enough to keep
your temper?; and Week 8–10 things you can do to feel
happier straight away. A single revision session called
“Planning for the future” was also held 6-weeks after the
final session.
Classes were led by two experienced and trained self-
help coaches provided by the two charities. All trainers
attended a training workshop on delivering the classes.
Sessions were manualised/scripted by the authors of the
intervention and trainers used a course CD which con-
tained speaker notes and un-editable slides which were
presented to participants during the sessions. Partici-
pants were provided with an accompanying course book
at each session. These served as the CBT self-help ma-
terial, guided and supported by class participation.
Participants carried out various individual and group
tasks at each session in order to understand the content,
apply it to themselves and to practice some of the tech-
niques that had been introduced. Participants were en-
couraged to work through the accompanying session
book in their own time and complete structured home-
work tasks using worksheets such as the ‘plan, do, re-
view’ model in which participants formulate a clear,
manageable plan for applying a skill or piece of advice
that they have learned. Expected obstacles were identi-
fied and the plans adapted accordingly. The following
week a review sheet was used to self-assess the success
of participants’ plans [20].Outcome measures
The aim of the study was to test recruitment, retention,
acceptability and ability to gather data, as well as inform
the power calculation for the future substantive RCT.
Following baseline assessments, all follow-up measures
were recorded at both 3 and 6 months to estimate the
change in depression (PHQ-9) [18], and anxiety (Gener-
alised Anxiety Disorder-7 [GAD-7]) [21]. Participant sat-
isfaction was measured in the IA group using the Client
Satisfaction Questionnaire (CSQ-8) [22] and by describ-
ing attendance at the classes and feedback on each ses-
sion. These outcome measures are widely used in this
area of research and are outlined below.PHQ-9
The PHQ-9 is a freely available mood rating question-
naire consisting of nine questions mirroring DSM-IV de-
pression diagnostic criteria [18]. The PHQ-9 has shown
diagnostic validity in a study of 3,000 adult patients.
Each item is rated on a scale of 0 to 3, giving a max-
imum score of 27. Cut-off scores are used to label
depression severity as: 0 to 4, minimal depression; 5 to
9, mild depression; 10 to 14, moderate depression; 15
McClay et al. BMC Psychiatry  (2015) 15:17 Page 4 of 9to 19, moderately severe depression; 20 to 27, severe
depression.
GAD-7
The GAD-7 [21] is a seven-item questionnaire focusing
on symptoms of anxiety experienced in the past 2 weeks.
Each item is rated according to the frequency of the de-
scribed problem. The responses are scored as follows:
0 = ‘not at all’, 1 = ‘several days’, 2 = ‘more than half the
days’, 3 = nearly every day’ with a maximum score of 21
Scores are interpreted as 5 to 9, mild anxiety; 10 to 14,
moderate anxiety; and 15 and above, severe anxiety. The
GAD-7 showed good reliability and criterion, construct,
factorial, and procedural validity in a study carried out
in 15 primary care clinics [21].
CSQ-8
The client satisfaction questionnaire (CSQ-8) was ad-
ministered post-intervention as a measure of satisfaction
with the intervention. The CSQ-8 is an eight-item ques-
tionnaire rated using a four-point Likert scale. Scores
range from 8 to 32 with higher scores indicating greater
satisfaction with the intervention in question. A series of
studies of this measure have indicated high internal
consistency (Cronbach’s alpha 0.92 to 0.93) as well as
criterion and construct validity [22].
Furthermore, participants were invited to complete a
class feedback form at the end of each session. Partici-
pants were asked to provide insight regarding what was
helpful or not helpful about each session. Participants
were also invited to participate in a short interview with
the research assistant following completion of the 8-
week course. The aim of these interviews was to gain
further insight into the delivery of the LLTTF classes
and useful information that could help improve future
delivery of the sessions. This results of these interviews
will be published separately.
Statistical methods
Participant uptake and adherence to classes were sum-
marised and presented as percentages. Qualitative data
gained from session feedback forms were analysed for
useful insight regarding the delivery and content of the
classes. Baseline characteristics were summarised for all
participants as well as for the IA and DAC groups separ-
ately. Two-sample t-tests and Fisher’s exact tests were
used to compare the two treatment groups and confirm
that participants had been effectively randomised.
To assess efficacy, repeated measures analysis was car-
ried out using an intention to treat approach by means
of a linear mixed effects model with time (baseline,
3 months, 6 months) , group (control, intervention) and
their interaction as fixed effects, and participant as a
random effect. Models were adjusted for age, gender andantidepressant use at baseline. Tukey post-hoc compari-
sons were carried out with a familywise error rate of 5%.
These models were used to estimate, and test the statis-
tical significance of the within-group differences between
time points and the between-group differences at each
time point and the estimate of clinical effect and drop-
out/non data retention rates used to provide a power
calculation needed for the future substantive study.
Results
Recruitment
Sixty-five individuals expressed an interest in participat-
ing, of which 12 were excluded. Fifty-three participants
were recruited (29 in Scotland and 24 in Northern
Ireland) in a combined recruitment period of approxi-
mately 6 weeks. Of these, there were no baseline PHQ-9
data recorded for 7 patients who were excluded from
analysis. The final analysis is carried out on data from
the 46 participants that were randomised and provided
baseline measures (27 in Scotland and 19 in Northern
Ireland) (Figure 1).
Demographics and baseline characteristics are outlined
below in Table 1. There were no statistically significant
differences between study groups at baseline.
Help-seeking
Upon entry into the study, participants were asked to in-
dicate any support they were currently receiving for
their low mood. Participants could select all relevant
sources of support. The most common form of support
currently being received was from participants’ GP
(54.3%), followed by help from family/friends (45.7%)
and self help (37%). Fewer than 25% of participants were
receiving talking therapy or counselling upon entry into
the study and 13% were receiving no support.
Adherence - class attendance
Attendance was recorded for both IA and DAC partici-
pants (n = 46) (see Figure 2). Participants attended on
average 4.46 (sd = 3.06) of the 8 course sessions. Overall
80.4% of participants attended at least one session,
65.2% attended half of the sessions, 47.8% attended 6 or
more and 15.2% attended all of the 8 sessions.
Participant satisfaction
Participant satisfaction with the LLTTF classes was mea-
sured using the CSQ-8 for the intervention group. A
mean satisfaction score of 28 (sd = 4.8), from a possible
score of 32, indicated that participants were highly satis-
fied with the class content and delivery (n = 27). Written
comments from class feedback forms provided useful in-
formation regarding delivery of the LLTTF classes. Par-
ticipants identified several factors which they found
particularly helpful including: sharing experiences with
Figure 1 CONSORT diagram. Flow diagram for the study outlining the enrolment, screening, allocation and follow-up of participants.
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plicity and usability of the self-help books; learning posi-
tive affirmations; reviewing past goals; and being guided
by motivated class leaders.
Minimal but useful information was also obtained on
factors which were not helpful to the sessions. These in-
cluded issues to do with the environment (“The room
was too hot”), method of delivery (“Don’t like groupTable 1 Characteristics of participants at baseline
Characteristic Statistic Overall
n = 46
Age mean (sd) 43.7 (13.0)
Sex: Male n (%) 16 (35%)
Medication: Yes n (%) 24 (52%)
Site: Northern Ireland n (%) 19 (41%)
Chronicity
<1 year n (%) 1 (2%)
>1 year n (%) 43 (93.5%)
Not all the time n (%) 1 (2%)
Not given n (%) 1 (2%)
PHQ-9 mean (sd) 14.5 (6.5)
GAD-7 mean (sd) 12.0 (5.5)
*P-values from two-sample t-tests and Fisher’s tests, for continuous and categoricalfeedback to class”), or class content (“Thinking about
bad things I say about myself”).
Ability to collect data/questionnaires
At 3 months follow-up, data was collected from 74% of
participants. This dropped to 48% at 6 months. The
amount of missing data was similar across the two





44.8 (14.6) 42.6 (11.0) 0.589
9 (43%) 7 (20%) 0.360
11 (52%) 13 (52%) 1.000
8 (38%) 11 (44%) 0.769
0.224
0 (0%) 1 (4%)
20 (95.2%) 23 (92%)
0 (0%) 1 (4%)
1 (5%) 0 (0%)
14.3 (6.9) 14.7 (6.4)
12.8 (6.1) 11.3 (4.9)
variables, respectively.
Figure 2 Adherence to the intervention. Class attendance in both the IA and DAC groups – the number of participants that attended each of
the 8 sessions.
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exact tests show no evidence of a difference in loss to
follow-up in either group at either follow-up time
(3 months: p =0.988; 6 months: p = 1.00).Initial assessments of efficacy
Within-group differences from baseline to both follow-
ups are shown for both measures in Table 2. Note that,
in both instruments, a decreased score is indicative of
improvement.Effect on depression (PHQ-9) scores
While the average between-group difference in PHQ-9
score at 3 months, adjusted for age, gender and medica-
tion use, was suggestive of an improvement in the im-
mediate access group, (mean difference: 5.25 units), as
expected in this pilot study this was not statisticallyTable 2 Within-group differences estimated from linear
mixed effects models, adjusted for age, gender and
medication use, from baseline to 3 month follow-up
and baseline to 6 month follow-up, for both
depression (PHQ-9) and anxiety (GAD-7) scores
Response Follow-up Group Difference from baseline
Estimate 95% CI P-value
PHQ-9 3 months DAC −2.14 (−5.95, 1.66) 0.583
IA −7.49 (−10.90, −4.08) <0.001
6 months DAC −6.57 (−11.02, −2.11) <0.001
IA −8.30 (−12.57, −4.44) <0.001
GAD-7 3 months DAC −0.48 (−4.65, 3.68) 0.999
IA −6.24 (−9.97, −2.50) <0.001
6 months DAC −6.14 (−10.98, −1.30) 0.004
IA −6.37 (−10.79, −1.96) <0.001significant at the 5% level (p = 0.106, 95% CI (−0.59,
11.09)).
Effect on anxiety (GAD-7) scores
At 3 months, the between-group difference in anxiety
scores, as measured by the GAD-7,was on average, 6.98
units lower than the control group (p = 0.001, 95% CI
(1.87, 12.09)). No between-group difference was found at
the 6 month follow-up (mean difference = −1.46 units,
95% CI (−4.65, 7.58), p = 0.984).
Discussion
This pilot study aimed to test key elements of a pro-
posed future substantive RCT of the Living Life to the
Full classes recruited from the community and delivered
in the voluntary sector. It demonstrated that a target
group of self-referring participants can be successfully
recruited from the community and engaged in the RCT.
Several key findings were identified.
Recruitment and sample
Firstly, recruitment was feasible with 46 eligible individ-
uals recruited within a short 6-week timeline and suc-
cessfully randomised to an immediate access or delayed
access group. Recruitment methods which focussed on
community promotion effectively reached individuals
with moderate to moderately severe depression (mean
PHQ-9 score 14.5) and moderate levels of anxiety (mean
GAD-7 score 12.0). A high proportion of individuals re-
ported having symptoms of depression and/or anxiety
for greater than 2 years (n = 37, 72%) and 57% over five
years reflecting a chronic group. More than half of the
participants (n = 24, 52%) were taking prescribed anti-
depressant medication indicating they had previously
presented to the health service for management of their
symptoms. Overall 45.7% were not being currently seen
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only half of individuals with depression seek help from
the health service [11]. Our community-based approach,
therefore, has the potential to address this treatment gap
by reaching individuals who would not otherwise engage
with the health service.
Intervention delivery and satisfaction
We have shown it is feasible to deliver the intervention
classes in a community setting via the voluntary sector.
Attendance and adherence to the LLTTF classes was
reasonable, with participants attending on average 50%
of the 8-week course. Participant satisfaction (CSQ-8
score of 28 (sd = 4.8)) was higher than group interven-
tions delivered in either primary care (25.3 (sd = 5.8))
[23] or outpatient settings (24.4 (sd = 3.5)) [24]. Written
feedback from participants identified minimal negative
aspects, helping to explain the reasonable levels of at-
tendance and high satisfaction. Positive feedback was
mainly associated with the group setting, the accessi-
bility of the resources, and useful behaviour change
techniques used by the class leaders. In particular,
group-based education has been shown to facilitate be-
haviour change by providing peer-led motivation and
support [25].
Data collection and follow-up
Secondly, it proved possible to record data, with a 74%
follow-up rate at 3 months, although this was lower
(48%) at 6 months. This indicates the need to introduce
additional strategies to retain participants at longer-term
follow-up, possibly by the use of incentives.
Clinical effect
Although the pilot study was not intended to answer the
question of efficacy, at the 3 month follow-up, a signifi-
cant improvement was found between the intervention
and control group for levels of anxiety. Although not
statistically significant, an improvement was also ob-
served in levels of depression. The PHQ-9 data was used
for a power calculation for the full RCT.
Power calculation
For the future study we wish to power the calculation
targeted at a group who have higher scores for depres-
sion, as bibliotherapy for depression is known to be
more effective for participant groups who start off with a
score of at least moderate depression (a score of 10 or
more on the PHQ9) at baseline [23]. Data collected from
the current pilot RCT, from a mixture of intervention
and control group participants, showed that for those
with a PHQ-9 score of 10 or more at baseline, mean
PHQ-9 scores reduced from 17.7 to 10.8 points after the
intervention, with a standard deviation of the changes of6.1 points. This is a group of people who are most likely
to benefit from the classes, and also who might poten-
tially be accepted for treatment by health care practi-
tioners. We would intend however to use the same
recruitment strategy so that we seek to include people
scoring 5 or more on the PHQ9, thereby ensuring that
groups fill up to sufficient numbers hereby preventing
delay. The primary analysis in the future substantive
RCT will, compare changes in PHQ-9 scores in those
scoring 10 or more on the PHQ9 at 6 months between
intervention groups in all participants. We will power
the study to be able to detect a between-group difference
of 5.5 points on the PHQ-9 score. A difference of 5.5
points is used to reflect a category change on the PHQ-9
and is clinically important.
Based on a two-sample t-test, a sample size of 27 par-
ticipants per arm would be required to have 90% power.
In the pilot, follow-up data was available for 74% at
3 months and for 48% at 6 months. The proposed study
would have one follow-up assessment at 6 months, so
we expect follow-up rates between these two values. To
allow for a 65% follow-up rate 84 people (two groups of
42) with PHQ-9 scores of 10 or more would need to be
randomised. In this pilot, one-third of participants had
PHQ-9 scores less than 10 points at baseline, so that 126
participants in total (two groups of 63) would need to be
randomised in the future large RCT. We would also
need to ensure that the required number of participants
scoring more than 10 on the PHQ-9 have entered the
study before ending recruitment.
Limitations
This was a small pilot study, designed to test whether
such a trial is viable, has been very valuable in calculat-
ing the required sample size for the future RCT and as-
certaining that such a trial is feasible.
We did not determine whether the participants had a
formal diagnosis of depression or anxiety, rather, partici-
pants were permitted entry into the study based on self-
reported levels of low mood. To improve this aspect of
the research design, the future RCT will include a diag-
nostic interview. Eligible participants will be invited to
take part in a telephone call to confirm their diagnosis
using the Mini International Neuropsychiatric Interview
(MINI) [26]. We anticipate that most, if not all, partici-
pants will agree to the interview. However, for some
people an attraction of the voluntary sector delivery is
that they can seek help without creating a formal NHS
record. Some potential participants may, therefore, ra-
ther not take part in a diagnostic interview, so individ-
uals who enter the study will be given the option to
decline the interview, if they prefer. The MINI will be
useful in describing the population being studied but will
not be used as an outcome measure.
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A decision was made to also extend the DAC to
6 months in the future study to extend the length of
follow-up. This means that there will be a control group,
who has not received the intervention, at this longer
term follow-up point. Additionally, due to the possible
financial benefits of low intensity interventions and the
stepped care approach [27], an economic analysis will be
included in the future substantive RCT. Additionally, it
may be beneficial for future studies to investigate the ef-
ficacy of this intervention in socially isolated groups
such as older adults, a group which may be more diffi-
cult to engage and treat in this way [28].Conclusions
Our results show that it is likely to be feasible to con-
duct a substantive RCT within a community-based set-
ting, delivered by individuals from the voluntary sector.
The power calculation suggests a sample size of 126 is
required. This pilot study strongly supports our potential
to recruit this required number of participants using our
multi-point recruitment strategy. Although the study
was not powered to find such a result, we found that the
LLTTF classes appeared to improve symptoms of anx-
iety. Delivery of the intervention was associated with
high participant satisfaction and reasonable attendance.
These findings include a sample size calculation to in-
form the future larger scale RCT, with the aim being to
further explore the effectiveness of the Living Life to the
Full classes in the management of depression and anx-
iety in a community setting.Ethical approval
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